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DETAILED ACTION 



Status of Application/Amendment/Claims 

This Office action is in response to the communications filed on March 22, 2007. 

Currently, claims 1-3 and 7-8 are pending. Applicants have cancelled claims 4-6. 

The following rejections are either newly applied or are reiterated and are the only 
rejections and/or objections presently applied to the instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Response to Arguments and Amendments 
Withdrawn Rejections 
Any rejections not repeated in this Office action are hereby withdrawn. 



Maintained Rejections 
Claim Rejections - 35 USC § 112, written description 

Claims 1-3 and 7-8 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement for the reasons of record as set forth in the 
Office action mailed on September 22, 2006 and for the reasons stated below. 

Applicant's arguments filed on March 22, 2007 have been fully considered but they are 
not persuasive. Contrary to applicant's assertion that the recitation of "antisense oligonucleotide" 
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as currently amended would render this rejection moot, the amendments introduced in claim 1 
have not satisfied the written description requirement for the following reasons: 

The claim language reciting "composition comprises an antisense oligonucleotide of SEQ 
ID NO:l" embraces any variants or fragments of antisense oligonucleotides having SEQ ID 
NO:l. Especially, the recitation of "an antisense oligonucleotide of SEQ ID NO:l" reads broadly 
on different species of antisense oligonucleotides having SEQ ID NO:l. 

The instant specification discloses only a single species of antisense oligonucleotide 
compounds that has been enabled for the presently claimed in vivo treatment method, which is 
identified as ISIS 2302. The specification teaches that ISIS 2302 is a 2'-deoxyoligonucleoitde 
having a phosphorothioate backbone and the sequence GCCCAAGCTGGCATCCGTCA (SEQ 
ID NO:l). See paragraph 0054. 

The disclosure of only one species encompassed within a genus adequately describes a 
claim directed to that genus only if the disclosure "indicates that the patentee has invented 
species sufficient to constitute the gen[us]." See Enzo Biochem, 323 F.3d at 966, 63 USPQ2d at 
1615; Noelle v. Lederman, 355 F.3d 1343, 1350, 69 USPQ2d 1508, 1514 (Fed. Cir. 2004) (Fed. 
Cir. 2004)("[A] patentee of a biotechnological invention cannot necessarily claim a genus after 
only describing a limited number of species because there may be unpredictability in the results 
obtained from species other than those specifically enumerated ."). "A patentee will not be 
deemed to have invented species sufficient to constitute the genus by virtue of having disclosed a 
single species when ... the evidence indicates ordinary artisans could not predict the operability 
in the invention of any species other than the one disclosed." In re Curtis, 354 F.3d 1347, 1358, 
69 USPQ2d 1274, 1282 (Fed. Cir. 2004). 
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Conception is not achieved until reduction to practice has occurred, regardless of the 
complexity or simplicity of the method of treating pouchitis in a human in need thereof 
comprising any variant/fragment of antisense oligonucleotide having SEQ ID NO:l. For an 
actual reduction to practice, the invention must have been sufficiently tested to demonstrate that 
it will work for its intended purpose, but it need not be in a commercially satisfactory stage of 
development. See, for example, Scott v. Finney, 34 F.3d 1058, 1062, 32 USPQ2d 1 1 15, 1 118-19 
(Fed. Cir. 1994). 

Since only a single antisense oligonucleotide compound, ISIS 2302 that consists of SEQ 
ID NO:l, has been sufficiently tested to demonstrate that it will work for its intended pouchitis 
treatment in humans, and since ordinary artisans could not predict the operability of any species 
other than ISIS 2302 in the pouchitis treatment method, claiming a genus of antisense 
oligonucleotides of SEQ ID NO:l fails to comply with the written description requirement. 

Claim Rejections - 35 USC § 112, enablement 

Claims 1-3 and 7-8 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement for the reasons of record as set forth in the Office 
action mailed on September 22, 2006 and for the reasons stated below. 

Applicant's arguments filed on March 22, 2007 have been fully considered but they are 
not persuasive. Contrary to applicant's assertion that the recitation of "antisense oligonucleotide 
of SEQ ID NO:l" as currently amended would render this rejection moot, the amendments 
introduced in claim 1 have not satisfied the enablement description requirement for the following 
reasons: 
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As stated above for written description rejection, the claim language reciting 
"composition comprises an antisense oligonucleotide of SEQ ID NO:l" embraces any variants or 
fragments of antisense oligonucleotides having SEQ ID NO:l. Especially, the recitation of "an 
antisense oligonucleotide of SEQ ID NO:l" reads broadly on different species of antisense 
oligonucleotides having SEQ ID NO:l. 

While the amended claim reads broadly on a number of different variants and fragments 
of SEQ ID NO:l, the instant specification discloses only a single antisense oligonucleotide 
compound that has been enabled for the presently claimed in vivo treatment method, which is 
identified as ISIS 2302 consisting of SEQ ID NO:l that is modified with phosphorothioates. 

Claiming the composition by reciting "composition comprising the antisense 
oligonucleotide of SEQ ID NO:l" or "composition comprising an antisense oligonucleotide 
consisting of SEQ ID NO:l" or "composition comprising the antisense oligonucleotide of ISIS 
2302" will be remedial. 

Double Patenting 

Claims 1-3 stand rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 2-3 of U.S. Patent No. 6,169,079 Bl for the reasons 
of record as set forth in the Office action mailed on September 22, 2006 and for the reasons 
stated below. 

Applicant has requested that this rejection be held in abeyance until such time as 
allowable subject matter is identified in this case. It was indicated in the previous Office action 
that a timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be 
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used to overcome this rejection; however, no such terminal disclaimer has been filed by the 
applicant. Accordingly, this rejection is maintained. 

New Rejections Necessitated by Amendments 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
VogeU 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 



Application/Control Number: 10/777,838 Page 7 

Art Unit: 1635 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claim 1 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 2 and 4 of U.S. Patent No. 5,591,623 in view of Patel et al. 
{European Journal of Gastroenterology & Hepatology, 1995, 7:1037-1041), 

Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instantly claimed SEQ ID NO:l is identical to SEQ ID NO:22 claimed in 
the reference claims of 5,591,623. Although the reference claims do not expressly recite a 
"method of treating pouchitis in a human in need thereof, the methods claimed in the reference 
claims embrace the instantly claimed invention because the specification of 5,591,623 discloses 
that "an animal suspected of having a disease which can be treated by decreasing the expression 
of ICAM-1" is "treated by administering oligonucleotides in accordance with this invention". 
See column 7, lines 25-28. Patel et al. teach that patients with pouchitis have significantly high 
level of plasma ICAM-1. In fact, Patel et al. show that the plasma soluble ICAM-1 level is the 
highest in patients with pouchitis compared to patients with Crohn's disease, and ulcerative 
colitis. Since the correlation between the high plasma level of ICAM-1 and pouchitis has been 
shown by Patel et al. it would have been obvious to practice the claimed invention in U.S. Patent 
No. 5,591,623 for treating pouchitis as claimed in the instant case. The skilled artisan would 
have been motivated to do so with a reasonable expectation of success because the specification 
of 5,591,623 expressly discloses that the method of using SEQ ID NO:22 (ICAM-1 antisense 
oligonucleotide that is ISIS 2302) can be used to treat ICAM-1 associated disease in an animal. 
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Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dana Shin whose telephone number is 571-272-8008. The 
examiner can normally be reached on Monday through Friday, from 8am-4:30pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Dana Shin 
Examiner 
Art Unit 1635 




